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MNpegucnoene

1 NOQroTOBNEH OtepeiTeiad asusoHepHsibM obwecTeoM «THKC—onTukas coBmecTHo © pabodei
rpynnol NK Y «Odranemonoriqeckan onTrkas: TexHu4eckors koMuTeTa TK 296 «OnTHEa W anTHYecsMea
NPHEOPE: HA OCHOES COBCTBEHHOTD AYTEHTMYHOMD NepeE00A HA PYCCKMEA ALK MEXOYHaPOOHOrD CTAHDapTa,
YEAIAHHOND B NyHETE 4

2 BHECEH Ynpapnewwem TeXHWHECKOrD perynWpoBaHWA W CTaHdaprdiayvd  dedepansHoro
aredTCTEA N0 TEXHMYECEOMY PEMYNVDOBAHWED ¥ METRONOTHK

3 ¥YTRBEPHJIEH W BBENEH B OAEWMCTBWE Mpvkazom $egepansHoro aredTcTEA N0 TEXHWYECKOMY
pErYNKPOBAHAG M MeTponorid oT 01 wosbBpa 2012 r. Ne 885-cT

4 HacToRWWA cTaHdapT AEAAETCA MOOWHUWPOBAHHEIM MO OTHOWEHWD K MEHIyHapogHoMY
cTavgapTy  MWCO 16672:2003  «MunnadTaTe  opTansMonorddecede. JHQOTaMNoHage  fNadHLIes
(150 16672:2003 «Ophthalmic implants = Ocular endotamponadess ) nyTam:

= HIMEHEHWA HAWMEHOBaHWA, HaWMeHOBaHWE HACTOAWETS CTAHOAPTA WIMEHEHD OTHOCHTENEHO
HAWMEHOBEAHIKA YEAIZHHOMD MENOYHADOOHOMD CTAHOAPTa OMA NpWBEGEHHA erc B cooTeeTcTEMe © TOCT P
1.5 = 2004 {nogpaagen 3.5

« HIMEHEHHA CTRYRTYPRL. CPapHeHdds CTPYETYPER HACTOAWETD CTAaHdapTa oo CTPYETYDOR yRalausor
MEXOYHAPOOHOID CTAHAADTA NPHMEBEGEHD B GONCNHATENEHOM NpUNcHeHrn A

= BEEOEHWA OONONHWMTENLHEIX TEPMUHOB C COCTRETCTEYIOWWMA ONpEeCensHuaMK OnA  Nydwero
MNOHAMAHKA TEKCTA CTAHJAPRTA, KOTODLIE B TEKCTE CTAHJADTA BLOENSHE KYPCHBOM,

- HAMEHEHWA OTOENLHLIX DPa3, KOTOPLIE 8 TEKCTE CTAHGADTA TAKE BLIGENSHE KYPCHROM,

= BEEASHWA JONCAHATENEHBIX NONCHEHHA, KOTOPLIE B TEKCTE CTAHAAPTA TAKKE BHOENSHE KYDCHBEOM.
BHECEHKE YEAIAHHEIX ACNONHATENbHBIX NONGHEHHHA GDyenoBneHD oCoGeHHOCTED COLEKTa CTAaHAARTHAALMM,
xapakTepHol ana Poccuickol Pegopagni.

Mpd NPEMBHEHWA  HACTOAWENS CcTaHOapTa pPessMeHOyeTcd WONonNLICBEaTe BMECTS  CChiNOYHBIX
MEXOYHAROOHLIX CTRHOAPTOR COOTRETCTEVIOWME WM HALKOHANLHEIE cTaRdapTe Poccwickol Teaepayus 1
MERTOCYQADCTBEHHBIE CTAHGADTE, CEEOEHWA O KOTOPEIX NPHBEIeHE B ACNONHRTENLHOM NpMnokeHny 0B

5 BBENEH BMNEPBLIE

Mpaeuna NouMeHeHUR HacmoAweas chmandapma yomanoanass: ¢ FTOCT P 1.0—-2012 (pazden 8).
Huchoprdauusd of vameHolUAR ¥ HEcMoRLeMy cmakdapmy mybnukyemcd @ exesodndd (N0 cocmoaru 1a T
AHEANE MEKYLILE20 2008 UHPODMaUUoNEDM Wasamene sHayuoralerse cmardapmsiy, a oguyuanesnsil
MEKCM USMeHeRUd U ROTpaeck — & GWEMECAYHOM  UHopMaULoHHaM yXazamens wHayuoranbbbie
cmakdapmel». B coyyag nepecMompa [3amMekbl) WU omMelbl | Hacmofweso cmaddapma
coomeamemayowes veedoamnesue Sydem onyinoukoeans & Gnuwalwes BniNyCKe UNDopMauuoHHoZ0
yrazamens «HaguoransHee cmandapmeds. COOMBemMomMeEyioan uribopayus, yeedoMneHue U mMekcma
DAIMELLEKNTICA Makse 8 uNPopMauuobscl cucmenme obilless MoNBI0EaHUR — Ha ChUyUansnoM cadime
PedepansHO20 G28RMCMES N0 MEXHUYSCKOMY DE2TUDOEIHUL U MEMDONcauL & camy Mwmeapsem (gost.ru}

B CradnapTiHdopm, 2015

HacToAWKE CTaH0apT HE MOKET ObiTk NOMHOCTED WM 4acTHYHG BOCTROWMABEOEH. THREKKWDOBAH K
pacnpocTpaHed B KaYecTee odWuManLHoro WagaddA Bea paspeweqdds DegepaneHoro aredTcTEa no
TEXHHYECKOMY peryNAPOEaHANY 14 METRONOIMA
L]
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rOCT P 55038-2012
(MCO 16672:2003)

HAUWOHANBHBIA CTAHOAPT POCCHMUCKOW ®EQEPALMMH

OnTHka odransMonoriYyackan

MMMNAHTAT Bl O®TANBMONOrHYECKHME.
AHOAOTAMNOHAOR! TMA3HBIE

Obwme TpebosaHKMA Ge30NACHOCTH

Crphthalmic optics. Cphthalmic implants. Coular endolamponades. General safely reguiramants

OaTta egepgesnA — 2014—07—01

1 0OBnacTL NPUMEHEHMA

HacToAlWKE CcTangdapT pacnpOcTpaHRETCA Ha MMasHble adgoTaMnodage (oanee — 3 ®nacca
HEAKTHOHE XMDYDPrAUECKMY HWMONaHTATOR, WCNoNedyeses B obTanemonorad. T3 npegHasHadele! anAa
CIMAMMBRHMA M 3EKPENNEHWA  NONOKeHEA  OTCROMBLUBIACA CETYATEM Ha  CcooyauwcTol  ofonodke  wni
TaWNOHEEOBAHMA CETHATEA.

CTaHgapT yocTadaanueaeT TpeboeaHHa Se3onacHOCTH B OTHOLWEHWA Npe0yCMOTREHHOTS NEMMEHEHHA,
KADAKTEPACTIK KOHCTRYELWN, JOMTHHMUECKON M ENMHAYECKOR OLe 0K, CTEDANMMIALANA, YTIEK0EKH M MADKMDODKNA
WZOENHWA B HHDOPMALKK. NPE0CTABRNAGMOR MATOTOBMTENEM ITHX MAOENKHA.

2 HopMaTHBHbLIE CCLINKKW

B wacmoawes cmakdapme UcilaTbI0eansl HOPMaMUEHEIE CObiMKU a3 credyowus cmandapmbi:

MOCT PHCO 710993-1=-2008  Hadenus wseduyuncskre. Oyenxa  Suonozudeckose delcmeus
weduyuHckux usdenud. Yacme 1. Ouygkka U Uocnedoaanus

FOCT P HCO 10993-2-2009 Hadenus weduuuwckue.  Oyewka Buocnosuveckoss dedomaud
weduyumckuy usdenul. Yacme 2. Tpeboeanua K 000aWEMLID & KUSOTIHbLIML

FMOCT P HCO 109593-3-2009  HMadenus  weduluwickue. Cuedka  Suonmcsudeckoso  dedcmeus
meduyuckLy vadenud. Yacme 3. Moonedogakue 2eHOMOKCUSHOCTY, KaHUEDO2SeHHOCTIU U MOKCUYacko20
dedcmeaus Ha perpadyrmuaH Yo Gy HKLLD

FOCT PHCD 10993-5-2009  Hadenus weduyuwckue. Ouenmkxa Buonosuveckoss dedocmaus
weduyuRckly u3denud. Yacme 5. Hoonedoaadus Ha gumomakcusHocme, Memads in wiro

MOCT B HCO 10993-6=-2009 Madenus weduuukckue. Ouenxa Suonosuveckozs dedomeun
Meduyickuy uadenud. Yacme B Moonedogauue Mecmieas Jelcmans nocne uMniasmayul

MOCT P HCO 10993-7=-2009 Madenus aweduyunckue. Oyewka Suonosuveckozo  dedomausd
wmeduyurckux usdenul. Yacme 7. Ocmamoysce codepmanue amunerorcuda nocne cmepunizayuy

MOCT P OO 10983-10-2000 Madenus  weduyuwckue.  Ouedka  Ouonosudyeckoso  delomaus
meduyusckuy uadenud. Yacme 10, Hoonedogadue pasdpayarmlyeso U caqcubunuaupyageso deldocmaus

FMOCT P HCO 111342000 Cmepunulayus meduuuvickold npodywyuu,  Tpebosadua & eanudayuu o
MEKYLLSAY KoMK, MDOMEILUNEHHAA CMEDLITUIALLA ENaXHE MENI0M

MOCT P HCO 17135-2000 Meduyusckue usdenus Bamudayus o mespliul xoMnmgains cmepuiusagyu
ORCLSOM LTSNS

MOCT P HCO 13408-1-2011 Acemmuyeckos mpouzecdcmas Meduyurckod npodysuly. Yacme 1. OBwwe
mMpeboaaHLa

MOCT P HCO 14155-1=2008 Pyxogodomen no Apoeedemiio KIUHLYECKUE UChbIMaMud MeduyuiHoKLy
vzdenui. Yacme 1. Obiyue mpeboaakun

FOCT P OO 14155-2-2008 Pyvoaodocmes no AD0ee0eHse KIUHUNECKUE  USTbimanul MedLyuHCKLy
uzdenull Hacme 2. MNaHuposanie KIUHUYSCKLX UCEmanul

Hznanue ohmuynanesHoe
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FOCT PRCO 14630-2017 Hearmuaseie  kuUpypeuMeckug  uManadmame. OOwue mexHudackue
mpetogamHua

MOCT PRWCO 149772008 Madenun weduiunckue. lpuMenenus  Mededwxdesdma pucka K
MEJULILIHCKLIM L20euma

MOCT P WCO 15223-1-2010 HMzBenua madulimcykie. CumManns), MDUMENTEMLIE MOU MADKUDOEAMUL HE
MEFULLIHCKLY LRdenUay, IMUKEMIEX U 8 conposodumenbHad domymermallili. Yacme 1. Obwve mpebogatin

FMOCT R 51745-98  HMadenua weduuuwckue. Tpebogawun K ofpaiyan o Jdokydesmauuu,
ApedcMaanAReEMeild  Ha  MOKCUKONOSUYECKUE, CAMUMaDHO-XUMUYBCKUE  UCTBIMANUA,  UChibmasys  Ha
CREPUREHOCTE U NUDCSENHOCTE

T P ST6059- 2000 Madenua vedulurckue. Knacclbukalius & 2a6UCUMICmU om NOMeHUUansH-oao
pucka npuseredus. Ofwue mpebosadus

COCT P E2458-2005 (MCO T1970-F:2007) Munnadmams cgmanaMonoesuseckue. FHmpaokynapnise
NUkae, Hacme 7. KnUHuYeckue Wonbimanus

FOCT IS0 THI37-1=2077 Cmepunuzauus sedugurckold apodysuuy.  Paduaulonsan  cmepuitiaaiun.
Tpebosanur & paspatomie, sanudayuy o MEKYILSMY KORMOGme NPOUSCoa cmepunulagul MeduuUuHCKLE
Ladenud

FOCT IS0 TT137-2=-2077 Cmepunuzadus medudusckod dpaodysuany.  Paduauuossans  cmelumusalis.
Uacmbe 2. Yomaioenenie cmepunuayiuel doas

FOCT IS0 116072011 ¥naxoska Meduilnckux Usdenul, modfesaiiliy URLLEHSD CmepunuIauyiiu.
Obuwe mpebosaHus

FCOCT IS0 13485-2017 Madenua smeduyuMokie. CUCMeMe MeHedwianma Kadecmea. Cucmemiisig
mpeboeanua Ana yened pesynupoeanus

MpumeyaHne - INpr NONE30EAHNE HACTORLWWM STAHASPTOM USNECoODpAZHD NPOBEPKWTE OORCTEME CORINDHHEIX
CTAHAAPTOR B MHIPOPMEUHOHHOR creTemMe aBWero noneInsaHWA — HE oy ManeHoM calTe DegapansH=oro areHTeTeEa
Mo TEXHWHECHOMY PEryNAPOBAHAR ¥ METRONOMM B CETH MHTERHET WNW N0 BRErgHOMY MHPODMELHOHHOM Y yES3a8TamNk
#HAUKOHANEHRIE CTAHGAPTES. KOTOPBIA ONyENMHOBEH N0 COCTORHWED HA 1 RHEBAPA TEXRYLWISEM roga, W No BEnyCHESEM
EHEMBCRYHOND MHEODMALUMOHHDID YEA3ETENA sHAaUMOHENEHES CTEHOAPTEY 28 TEXYLWWA rog ECn 3amMeHeH CosnoYHEIR
CTAHOEART, HE KOTOPRIA Q8HA HEQATHDOBAHHER CORMED, TO PEXDMEHOYETCR MONONE30SATE OSRCTEYVHILWYH BEROHID STOM
CTAHOAPTA C Y4ETOM BLEK BHECBHHEX B JEHHYH BEpOHED WIMEHEHME. Ecnv samMeqed cosnoMHER CTEHOERT, HE KOTORBIA
[aHE DATWPOBEHHER CORENEA, TO PEXOMEHOYETCR WCNONbIOBATE BEPCHE 3TOM CTEHIA0TA C yEE3AHHEM BRILLE ronom
YTEEDROSHMA (NPUHATHA). Ecnu nocne yTeepe0esis HECTORWERD CTEHASPTE B CObINOYHEIN CTAHOART, HE ROTOPLIRE OaHa
DOATUPOBAHHAR CChINKE, BHECEHD MEMEHEHNE, JATREMMBEHILLSE NONCEEHWE, HE FOTOROE O8HE CCRINKS, TO 310 NONDKEHWE
PEROMEHOYETCR MPUMEHATE D83 y9era gasHoro wamedssdA, Ecnm cowinoyHwii cTadpapt otsensd 083 samedw, 1a
NONCHEHWE, B KOTOPOM GEHE CORINKE HE HEM, PEXTMEHOYETCA NDHMEHRTE B 48CTH, HE JSTRETMBRHWEN 3TY COBUKY.

3 TepmuHbI W onpeaeneHns

B HacToAWEM CTAHOARTE NDHMEHEHSE CIEAVIOLWME TEPMUHE C COOTERTCTEYIOWIMMKH OMpPEgenaHUaAmH.

3.1 cuctema goctaskm (delivery system): FepMETHYHEIR KOHTERHED, B KOTODOM NOCTABMASTCA KAOENKE,
W OONOAHUTENEHEIE KOMMOHENTL NS BESOEHWAR DAHHOTD MANENHA B rNas.

3.2 AMHAMWYSCHKAA BAIKOCTE 1 (dynamic viscosity} Mepa BHYTPEHHETD TPEHWA MWIEOCTK, pasqHan
OTHOLEHWKD TAHMEHUMANBHOMD HANPAMEHUA K MEaaueHTy CHOpOoCTIA COBKra.

MpuMmeYaHuR

1 TepmuH #0HAMUHECKAR BAIKOCTEY MOGKHD TEKHS NPUMEHATE ANA 0O03KEYEHNE 32BRCHMDCT OT BREMEHK, NP
HAOTOPROM HANPAMEHWE COABAME M CROPOCTE COBHIE HMERT CUHYCOMOANBHYED BREMEHHYH 33BACHMOCTS.

2 3HAYSHWE OWHAMWHECHDN BRIALICTH ONDEOSNAKIT KEK 43CTHOE OEMEGHHA KBCATENEHOND HENPAMEHHA HE CHOPOCTE
SedOopMadEn DR CMHYCOMOEMEHER YENOBHAX,

3 WMHorga TepMdH #OHHAMHHBCKSR BAIKOCTEY HAZBIEAWNT KoPEUMeHToM JUHAMAYSCKON BAZEDETH HNW NpocTo
BRIKOCT B,

4 NMHEMWHECKEA BRIKOCTE BeIPAXASTCA B NACKANAL B CERYHOY.

3.3 mewmhaznoe HataxeWwe (interfacial tenzion): Mepa WaGHTOMHON IHERMMK, BEOENAKHLUSACA HA
rpavuye pasgena §as ecneacTere QUcGanaHca MOonekyNAPHEIX CHN Ha IToH rpaH ue.

Mpumeyadne— MexbaaHoe HATAKEHWE BHDEHASTCA B HRHITOHE: Ha meTh [Him)

3.4 HHHEMATHYECKAA BRIKOCTE v (Kinematic wviscosity]l OTHOWEHHE OWHAMWSECKOR BAIKDCTH
WHOKOCTH K 88 NAOTHOCTA.

MpurmedaH e — KMHEMaTHHECKER BAIMOCTE BLQEXESTCR B METPAX B KBEAQPATE B CENyHAY (M /Th
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3.5 ReTRepake WMAnNaWTaTts [non-sclid  implants): Tamrosaga cpegeeir  0BoNoOYKK CTEHEW
KPOBEHOCHOMD COCYQa. TAKAA HAK raikl, MHOKOCTH MK FEnA.

3.6 noBepXHOCTHOR HaTAmeHMe (surface tension). Mewdhaswoe Hamasxedus 8@ Moy coyyae, kozda
oduadl U3 as FEnfemes xudkocme, a dpyeol thasol - ee nap.

NMpumeadanne— MNoespEHoOTHOS HATAHSHAS ERIDAXASTCA B HLHNTOHRAX HA MeTp (HiM).
3.7 papnenye napa vapour pressure): Jasnedwe napa sugeon M3, onpegensKes 28 NeTyYecTs.

Mpumadanne— JasneHys Napos BxpEHaETCR B MUNMHMMBETDaR DTYTHOM cToRba (Mum pr. o) npy Teraneparnyps (35
£2] C.

158 anazkele aHdomamnoMadsl (ocular endolamponades):  Hemeepdeie  uMTaNmams,
COABMBCMUMEE €O Cpadoll 27335, NOUMOHNSaMEe Mg USMENSKUS WLUTY MaMnonupI8anus omcmoeHUn
CEMYAMKL, KOMOPBE GhHELUONUDYNNT, &8 DCHOBHOM. MaXaHUYaCKL.

Mpumedanne— N3 MPELAEHAGDT AUGD BHATIDUOMSDNTILEHEN S2a0eHUEM, Mubo pOansHuen 8 sOHYE OMepauun, &
CITYHES  MAmems)  wuddoomed, sanpusep pepgrmappanepodos, aunbo  fpedhaingusns O9R HExomOOHUR 8 manoomo
CIMERNCELIHOS0 MEITE, NOKE B8 prdem GOCmLURHPMO MEUCOS0UHEHLE CETMHETINLL

2.8 nmomuocms p (density): Macca BeWECTBA Ha eauHALY OB bEMa NpK JaHH0R TEMNERATYDE.
210 sonexynapHo-Maccoacs pacnpedenesue (chaindength distribufion): Coomuowenue  sucna
MAKDOMOASKYN BRANLYHOL MONERIADHCD Macckl @ nbpasye NoNUMEDa.

Mpumedadve— MonsdynApRO-HMACCOB0E DACNedenoHeEe RRTREMcR O0HoD Y SEWHBHWLY XSDARmepUcimuy
CLUHMEMUHECKLE NOMUWED0E. onpedenqmuyed MRISUE LX CEOOCIMEE, 8 YEGMHOLTIL, MEXIHUYE CEJH MOCHHOCTE.

311 veTopudeckHi [HenapannenbHeld) konTponk (historical or nonconcurrent control). Cnocob
KMAHAYECKOND MENWTAHKMA, NDM KOTOPOM Pe3yNsTaThl CPABHMBANTCA © JaHHEIMM HabGnmaeHus cybkekTa B
MPOLLNCM.

4 O6uwjue mpeboeanun 6GezonacHocmu 3
4.1 TpebopaHWA K NpHMEHEHHID

4.1.1 Obwwe TpebopaddA ® NpaMededno T3 GOMMHE COOTEETCTEOBATL  NPeayCcMOTDEeHHOMY
MNPHMEHEHAID 007 HEAKTHBHLIX XMPYDTHYECKHX MMNnaHTaTce no FOCT P HCO 14630, JononHUuTens o K HHM
WEMOTOEMTENE JOMKEH ONACATE M GOKYMEHTHEOBATE QYHELAMCHENLHEIE XARAKTEPWMCTMEN 2 B OTHOLWEHWI.

= XMMAYECKOND COCTARA W (OMaMYECKIY CRORCTE,

= NPENoNAaraeMors XMpYRrHSeCkors NpaseHaHs |

= YCIOBMIA KCTINYATALMM 1 MAKCUMANLHON NpOOoIMKHTENEHOCTH KOHTAETa © BOIOeRCTEWEM Ha TNadHsle
TEAHHK.

4.1.2 ChnacTe NpuMeHeHAA T3 gonsHa BeTe ONPEOSNEHa © YYETOM OeHCTEVKILME HOPMATHRHGLIX
O0EYMERTOR, ONyDNHMEOBAHHOR KNAHMYECKDA W HAYYHOH NHTERATYDE, DOKMMHAYECKOA W KNHHWYBCKDH OUEHOK
M KMAHHHECKIAX WCNBTaHAR,

4.2 TpebogaHua K KOHCMPYKMUGHEIM 0coBeNHOCITIAM U XaDaKkmepucmukam

4.2.1 OBwke TpeGoBaHKMA

4.2.1.1 Cnegver NpHMesATE obWbe TpeGoBaHWA K HESRTHEHLIM XWDYDIHHEcKHMM HMNNaHdTaTam no
FMoOCT P HCO 14630

4.2.1.2 Bee TpeboBadds, NpeabABNASKMBE K ONPELENEHHMAM XAPAKTEDHCTHE, CNKECAHHLIE B HACTOALERM
NOODA3Nens, JomKHE BulTe COSMOOeHE NDH MCNLITAHWA CTEDUNEHMOND KANENWA, FOTOBOMD K BbiMyCKy.

NioBkie HCNOMEIVEMBIE AHANMTHYSCKME METOOL O0NHHE GhiTe NOATEEDMAEHE QOKYMEHTANLHO.

Mpamadanye— Yigzasse TpebDoBaHHA MPEOHAEHEHSHE! ANA MOMMESSHAA NDW STTECTAUMKE MATEDHANOE, HO He
OEAZATENEHEI K MDHMEHSHAH B CTAHOAPTHONA NPOrpanne o0ecnBqaHHRROHTPONA K4a0Tea.

4.2.2 TpeboBaHHA K XHMHYSCKAM W BHCMOrHYSCKHM JArPAIHEH AAM
BriApnaHye MOTEHUWANEHD ONACHEDY XAMAYZCKMY MK CHONOrASE MY ﬂarpﬂﬁHHTﬂ]‘lEﬁ npoBOOAT C
MORMOLLED AHANKIE DHCKA. ﬂﬂﬂ ChipsA BUONOrMHEcKonrn NOOHCHOHO2HAA ATH NDAMECH MOMYT BENELYATE B
ceba Banud, HYKNeHHOBLIE KMCNoTR WNW gpyrke BUOnNorduyeckke MaTepdansl. 3arpAsHfiowHe BelecTea
3
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rOTOBROIC MPOAykTa, MONyYeHHEE W3 MCXOOHBX MATEPWAN0oE WM B De3yIETATE MPOWMASCSCTEEHHOID
NpoUecca, Takke wak CLUWBAMLWMWE aréHTel W AHTHOKCMOAWTR, KOTOPBIE ABNRIOTCA MOTEHUWANBHD WITA
CHCTEMHT ONACHBIMK ONA TEAHEA MMala, JoMHE BETE N0 BOIMOHHOCTA onpegenaHel, H WX KOHUEHTPAUKS @
rOTOBCHE NPOOYELUKHE 0MEHa 0o00WaTECA MITCTORMTENEM. 3arpaaHaolMe BelUecTEa JONKHE ONpedenaTECA
C MOMOLWED CTAMOAPTHES SHANWTHHECKANY METOOO0B NPW HANWHME TAKOBLX, W BCE METOOR O0MWMHE DoiTh
OfdCaHE.  DrpaHi4edia B OTHOWEHKK  BbIABNEHHEY  33rpAIHEHWA  O0MEHbl  BuiTh  YCTAHOBNEHEL W
ACKYMEHTHUDOBAHE.

HeohxoauMocTs NPOBESEHHA HCMNLITAMKA NG NPOBEpKM DHONOMMYeEcKoro OedcTBME JArpAIHMTENER B
MPOUEcce HUEHEW BroNoriYeckol DeacnacHoocTH BOIHWKEET NO PeayNeTATaM aHAMWIa PUCKoB,

4.2.3 TpeGoBaHWA K XHMAYSCKOMY ONUCaHKID

MaroToBurene Jonesd NPeacTaBdTe ONUCAHME EKaMgors XWMMAYECKOrD KOMNOHEHTA B FOTOBOR
NPoOyELMK 1 cneyndidkalige. Ecni KoMBoHEHT MaTepqana Npovcxognt Wl GroNord4Yeckis MCTOYHWKOR,
OpraHW3M, M3 KOTOPOrS OH NoNyHaeToA, AEEeH DblTe YEAIAH BMECTE © €10 WCTOHHWEDS. ONA CHHTETHYECEHX
NONWMEROE BOE NOBTOPAMALMECH NOOIESHES, COCTARNANLKME NoONUMED, A0MEHbL OoiTs HogeHTHRWUKpOBaHSI
B XAMWYECKSM OTHOWEHWY, BCE CBAIM MEMGDY HMMKE JOMHHE BuiTe ONWCaHBL. Takwe GoNKHE BuiTe ONWCEHE
NEQEsDEcTHRIE  CBAIA. OCTaTodMelE MOHOMEDE W peakydd  NoboYHEX  NPOOYKTOE  OOMKHE  BeiTh
KONMWHECTREHHD COCHMTAMHE W ONDEGENeHE, BCAW 3TO BOIMOMHD,

4.2.4 TpeboBaHHMA K KOHUSHTPALUMH KOMAIOHEHTOR

KOoHUSBHTPALUKMA K3HZOro KOMMOOHEHTa MaTepyana e roToBEOM WagendW JondHa BelTe  yEalada
waroTopuTEneM. Mononsayemoie (GUIMHECKHE MK XMMHYSCEHE METOOLI WX CNpedeneHdd Aon#Hbl Osime
YEAIAHL.

4.2.5 TpebGoBaHHA K NNOTHOCTH

MMoTHoOCTE Mngkol Gopue (2 00063 SETE YEA3aHa WIFCTORMTENEM B KHNoTpaMmax Ha kybhdeckiki
METP (KriM™).

4.2.6 TpeboBaHMA K razootpasHoMy DaclnpeHH

OnA razoofpaisHolx SopM (2D WIrCTOBWMTENEM OOHWHD SbiTe YEa3AHo BHYTRMINEsH0E rasootpaaHoa
paclikpeHse Npy TeMnepatype (35 £ 2)°C W NpegcTaeEneya ero 3apucHMOoCTeE OT aTMochepHors gaaneHua.

4.2.7 TpeGoBaHMA K NOBEPXHOCTHOMY HATAMEHWIO

MaroToBWTENE OOMKEH YKAIaTh, B CNY4ae NPUMEHKMOCTH, NCBEPXHOCTHOE HATAKEHHE B HBIOTOHAX Ha
MeTp (H'm) npu TeMnepaType {35 £ 2) °C.

4.2.8 TpeboBaHMA K KWHEMaATHYSCKOW BAIKOCTH

HMaroToBUTENE JOMMEH YKAIETL, B CRYHAE NPUMEHRMOCTH, KHHEMaTUHECKYID BRIKOCTL B MIANMWMETPEX
B KBAOQAaTE B CeKyHOYy (MM ic)

4.2.9 TpeGoBaHWA K MONEKYNADHO-MACCOBOMY DAChpeaanaHaln

CoOTHOLEHKE YWCMa MOMEKYN ¥ CPeOHWE 3HAYEHHWA MONeKyNEpHOR MAacckl A0MEHsl DBTE yEalaHkl
WaraToBWTENEM, &Cnk M2 NpegcTaenaeT cobol NonMMep.

MaroToBMTENE JOMEeH NPoOBOOHTE W CO0BIWLATE O HEoDXogHUMER DONCMHWTENBHEE BCTRITHKAR, YToDk
OGECNEYHTE AOSKBATHOE OMWCAHWE MONEEYNADPHO-MACCORDIO PACNPEOEneHWA KOMNOHEHTOR B FOTOROM
Wagenmu. MNpy HanHY\n CTAHGADTHLIX METOLOB OHW GOM#EHEl GETE HCNONE30BaAHLI W YKAIAHLI,

4.2.10 TpetopaHWA K TEEPOLIM YacTHLLaM

Mp NPOBELEHWH OLUE KK DUCKa HEODXOQWMO ONDeaeNHTE NOTEHLHANTEHYHY BOIMOMHOCTE JarpAIHEHHA
Wnv obpaiceaHMa TREPGLIX YacTHL B W3JENKW B NPOUSCCE WIrOTORNEHWA, B YCNOBWAX, OWWOEEMBE NP
TPAHCNODTHROBAHWK M XpaHeaHHi, 3 TAKHE NoH NPeanonaragMom HeNoNE3IoEaHWE H3ZJenWA.

MaroToBuTene GOMMEH OXapakTepHIoBaTh ¥ YCTAHOBHTE OTPAHWHYEHWA HA EWOLl, QWaNA30H PaIMEDOR
W HHCAS YACTHAL, NPMCYTCTEYIOWHY B TOTOBOM M3O8NWH, WCNoNbIYEMOM B KNWHAYECKHE WCNBITAHWAK, JdommHe
BblTe YCTAHOEMEHBL MpagenbHbE IHIYEHWA 00 KOOy BHgy 43cTud, NodTecpmiEHHWE B xode
KIAHKYECEME MCMBTAHMEA # NOOTEE P GeHHBIE COOTEETCTRYIOWMM COOCHOBAHMEM.

4.2.11 TpetopaHKMa K NOKAATENKD NPENOMAEHHAA

MNokazarens NpenoMneHda T3 gon#sed BeiTe AIMEDEH ¢ NOMOWEND pedpakToMeTpa NpK TeMNEpaType
(35 £ 2] °C W onKHe BoNHBl (546 L 107 Hea.

4.2.12 TpebopanMA K CREKTPANLHOMY HO3HPHUMEHTY NPONYCKaHMA

KoadduuxeHT nponyckaHdqa rotoecro M2 gomged BuiTe MAMEPEH B OHANAIOHE OT 300 o 1100 1M
C NoMHULR chnesTpodroToMeTpa. PesynbTaTel JonsHb ObiTe NpeacTaanedsl B rpadWqecksr opsae:
KOPHOMULKMEHT NPONYCKaHWA, 55, B Z3BMCHMOCTIA OT AMKHEl BOMTHEL, HM.

4.2.13 TpeGoBanua K AaBnNeHHAD Napa

Oapnedve napa OONMHD GeiTe YEIIAHD WITOTOBWTENEM, B CMy43e NPUMEeHHMOCTH, B MANIWMaTpax
pTyTHOM cTonGa {(MM. pT. CT.) Nnpu TemnegaType (35 + 2) °C.

5 TpeboeaHuA Kk oyeHke ceolicme 2omoso2o usdenus
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5.1 Obwwne TpeboBaHMA

5.1.1 TpeGopawwa &k ouyeHse M3 JoN#HE COOTEETCTROBATE TpebosadwwaM OGeaonacHocT,
npreeaeHHein B TOCT B HCO 14977 ona HEasTHEHbIX XHPYRTHYECEMX MMNOaHTATOR, O0TWMK TpebosamHam
FOCT P 51609 W cucmanmibbind mpeboeanuam no FOCT 150 13485 PeaynbTaTel aHaNH33 PUCKOBR DOIHHE
ONpeLenNdTe KONk TAHKA, HECDRogMMEE ONA CUEHKA SHonorseeckol BesonacHocTk [3,

Mow cyeHke pHCcka J0NEHS BhiTe NPUHATO BO BHWMAaHWE CNeqyljes !

a) Bg MAOenHA ¥ NPOgoNKUTENEHCCTL BHYTPHIMAaIHONS KOHTaKTa;

b) noTeHudansHOE BIadModelcTade 3 ©  OpyTHMH - MaTephanamu, KOTOopbe MOMyT  Obile
WCNCNB30BAHSE] B b TansMONorSecKol ONepagn-;

C} GNA BHYTPKIMA3HLIX rA30E NOOLIE MIMEHEHHR COCTABRA NPHBMECH

Mpumevanne— MaseHeswe cocTaEa nNpuMecad MomeT NpoRcKoguTeE BEASOCTEME MAMEHEHWA KOHUSHTRALWA
CMMWHECKHE BALWECTE, CERIAHHBIX © PEINAHMEN B JSENEHEY NApOE, KOrga peaepeyap Oyoer wodepnas. TpeGoeaquA K
OUEHEAM HESKTHBEHLX AMONSHTATOE, yEa3aaHRE B FOCT P MO0 14830, Tasse sonmHe DbiTh NRMMSHSHE

5.1.2 Tpebogauua & obpajuas U JokyMERMAUUL. pedomaanaeibild Ha  MOoKCUNOIOSUYECKUE,
CARUMAPHO-XUMUYBCKUE  UCNBIMARLS, UCABIMAKUA Ha  CMEPUNBEROCTE U JUDOSEHNOCTIE,  OOmaMb!
coomeemomeceams MNOCT P 571448,

5.2 Tpeboganua K OUEHKE DHOMNOrHYECKON DE30NacHOCTH

5.2.1 OBwke mpebGosaHuA

Ona eoegx M2 gonmsibl OkeiTe CobnNiofeHbl TpeboBaHWA, NPpedbABNAEMBE K OUSHKe GHONorMYeckon
BEacnacHacTd no FOCT P WSO 108593-1, FOCT P HCO 10833-3, FOCT P HCO 10993-5, FOCT P
OO 10893-6. FOCT P WCO 10993-10 4 mpefoaaHua, uanowerHee @ Hacmaaier nodpaadens.

MpumevaHne— Ha OCHOBIHAN TANMYHOITD ENHHASECROMND NPAMEHEHWA B 3agqHed kamepe rnasa (3
ENECCAUUMEYIITER E2E CMMIANEHTHRYEMEIS M30SMHA, THEHEKOCTES . MONBITAHMA nagersl OSHHGA B ORI KETEropEn,
npeacTaenadHes 8 Tabnuue 1 NOCT P MO0 10983-7, OSHe TONBED SMAA pysOS00CTER W HE COOSQSAT MELCHMENEHEX
M MPHARMENSHEE TPE00BAHNE K NCs TaHMAM.

5.2.2 HenbiTanve Ha GakTepranisH g IHA0TOKCHH kI

M3 gonweiel GbiTe OUSHEHE HE HanNH4We OaAKTEpUANbHEX IHOOTOKCHHOBE C noMowbn LAL- TecTa (Ha
kyneType Lmulis Amebocyte Lysale) B coOTEBETCTBMM C© METOOWKOW, ONWCaMHcH B [1]. MMM JKBABANEHTHOW
ATTECTORAHHON METOOMKECH WCNeTaHKMa. Magenks, B KOTOPOKM Npegen GarTepHansHsy MOoTokckHoE Gonee 0,5
BOMHHL, 3H00TOKCHHOB (E2) Ha MUNIMHNATD, CYMTAIOT HE NPOLWeTWKM MCNeTaHKue.

5.2.3 MonkiTadnde MMANAKTaAUWEeH BHYTPL rRaza

Honetanna Ha BHYTPUIMAaIkoe paijapasedne, Bocnanes e, BHyTprrmaadoe gaenenrwe (BIOY » gapyrue
MECTHRIE SBNEHWA CNeayeT NPOBOAWTE HA NOOXOO8Wed MOZEnd #HWBOTHOMS B COOTEETCTRMM O
TpebopannaMy FTOCT P WCO 70993-2. JomkHel OuiTe NPUMEHEHL HACcTHEE TPEEORAHWMA K WCNBITaAHAAM
MMNNaHTaUUeR BHYTDE FNa3a, YHalaHHele B NPANOMEHNM A

Mpe HCNBITAHKK KOHCTRPYKTHEHEY OCOSeMHOCTER W xapakTepdcTiy N gonskHbsl GblTe OUEHEHDI
O0ONEpaUMOHHoS W NOCNECNepauMoHHOe BHYTRPUINAIHBIE pajgpaseddd, Bocnanedwe, BIO ¢ gpyrue
NOEAMNEHES ABNEHWA TNAIH0A XADYDTHK NYTEsM COABHEHWMA C KOHTDONBEHOR M3, oooGpeHHoR W Npowegei
KMAHHHECKUE MCNBITAHWA. MoneiTyeMas T3 gondHa Mo0endpoBate NDeanonarasssos &8 NprMeqHeHne C
YUETOM DANAHMA MEXOY MNA3AMH YENOBEEA W MOOENLID BABOTHOMD.

MocneonepauwoHHEe ABNEHWA OOMMME OTCNeNMBATECA W NOKYMEHTHPOBATECA C WHTEDEANOM,
COOTEATCTEYIOLWMM ONHTENLHOCTH NDESN0Narassord KCNonkIoBaKKA 3.

Ecnu MonuiTyesan M3 BesmBacT SONbLUYH pEakUMIo rmMasa WnKk socnanedde, sem 3, Hononeayeman
KAK KOHTPONEHAR, HEODXOOMMO NDOBECTH OUEHKY COOTHOWEHMA PHMCKINONLIA,

n PHMEYAdHWNE— BoamosHo 0GLEOMHNTE MCNEITAHWA Ha EI'HDHDI'WEEHH'H:I GEAONACHOCTL, TEM CaMBIM YMEHELLAR
UMD HHBOTHEL, HEDERQ,D.HMH.H. AnA ACNETIEHAA. .ﬂ,HE HCMBTEHAR MONyT Bt MPOBEgEHBl C OOHHWM HWBOTHLIM NPK
YCEOEWK, 4HTD OO0 HE NOOSERranichk HE'lIlI'I:FIE.'H,D.-EHHDII-'l B g CTPa0aHED.

5.3 TpeboeaHUA K KNUHUYECKMM MCMNBITAHWMAM

5.3.1 Obwwe TpedosaHnA
HeobkooWaMocTe KNHHMYECKOTD HoNbiTadMe T2 aonwHa GwTh YCTAHCENEHA B X006 A0KNHHWYECKOR
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OUEHKM 1 ouesid prcka. Jomiesl SelTe NpuMededsl oGuEe TPeEoRaHUA § KNAHWYECKAM BCORITIHWEM N0
FOCT P HCO 14155-1 w FOCT P HCO 147155-2 v TpeGoBaHWA, NPHBEOEHHEE B NPHNCHKeHu B

6 TpeboeaHUs K CTEPUNMIALMM

6.1 HMagenne gonsHo GwiTe cTepHnWaceanc. CNeayeT NpumMedHATs Tpebosadua K CTepUnHaaluH,
yEazaHHee 8 FOCT P HCO 14630 ona HeakTHEHBE XMDYRIMHECKHE HMNNaHTaToR.

6.2 TpH CTEPWNWMIaAUMK HE cnNegyeT WoNONLICEATE JITANEHOKCHWD, eChnd HeT OoKyMEHTANBHOND
OSOCHOBAHMA NS Br0 NPUMEHEHKA,

B cny4as nNpUMeHeHdA  3TMNEMOKCMAA NPW WCNONBIoBAHKM B KOMOoHeHTax 3 dnd npw
ACEyMEHTaNEHE O0BOCHOBAHHOM NPHMEHEHMK B CTEDHAWIEUWM NPedenbHbLIE  IHEYEHWMA  COOEDHAHWA
ITHNEHOKCHEE ¥ ATHNEHXNOprvapsHa 8 N3 gonwkke cocTaenate 20 « 100 st cCoOOTEETCTEEHHD.

6.3 K3 uny g8 KOMIOHEHTIEN, ToU CIERLITUZSUUL KOMODB UCIOMESPEmcs dmunatosctd, domsier Seimibs
ApUadEHarsl mpeboganld mo FOCT P HCD 109037 u FOCT P HCO 11135,

K M3 uny g8 KoMNOHENMaM, NoU CepUiuaguy Komopsay UCnambIyiom clnydesue, domwts! Ghilb
puMerers mpeboganus mo TOCT 1SO A TI37-1 o FTOCT IS0 111372,

K M3 uny ee KOMAOHEHMEM, MOoU CAepURUaULIL KOMOopeI UCTONbIVONTT GNasHoe menno, OouTaHbs
SbiMb NOUMEHEHE MpebGoganua no NOCT B OO 11124,

K M3 unuw e KOMITOHEHMANM, NpU CMSpUILIILUY KOMOoDBX UCAONEIVI0N CyXoe merno, domwxHs Osimb
Npirderens mpeboeanus no [2].

6.4 EcnW Mzgenye Hensin CTEpUNMIoBsaTe, NPHMEHRIOT acenTyudeckyio obpabotky. K I3, koTOpBE HEe
CTEPWUMKIYIOT, HO NOABERraKT acenTHYeckon obpaboTee, AoEHsl ObiTe NpHsMEHEHE Tpedopanws no FOCT P
HCO 13408-1. Cooteetctede MOCT P MO0 {13408-1 ponwHo ObiTe NOOTESOEOEHD STTECTOBAHHBIM
WCTBTAHWEM B CPEe C NPEOEn0s HOpME! 3arpRsHeHHa 107,

Mpumevaduwe—- B TOCT P MO0 13408-7T yeradoanedel obwwe TpebossaHus | NpHBESeHD DYROBOOSTES No
NPOUBCCAM, MPOIDEMMEN M METOOWESM ATTECTALMA M KDHTPONA MEOWUMHCKMX M30enWn, NOOgEEpragns acenTH-EacHoR
cOpaboree. TOCT P MCO 13408-7, B 4aCTHOCTH, NpWMEHdM K 0Dpabotes dwisonoreHecsry [B00HsE) PECTROPOE H.
CRABOOBATENEHD, WMEST OTHOWEHHES K kamrosnasn T3, Chageowwee Yacte FOCT P HOD 13408-7 Byayt nocBALWLEHEI
CNELHANWIHPOBAHHLIM MPOLECCEM, TAEHM E2E fInbTPaUWe 1 nuodinusguma.

7 TpeboeaHusA Kk ctabuneHocTh M3

7.1 WaroToanTene JomMses onpedendTs W YyCTAKROBWMTE CPOK MogHOCTH (3 NoW xpakeHddd B CEnagokuns
MOMELEHWAX M CHCTEMY NOCTaBEKW. Onpegenamive CpOKka rogHocTH MpH XpaqeH+d i GonkHo OuTe NPoOSEEHD B
pEansHOM MacTalbe BpeaMeHd WK NPOBEEEHD N0 YOROPEHHOR METOOUKE NPW TemnepaType He bones 45 °C
ANA NOOTESDHEEHWA, YTO CCHOBHLE XapaKTepHcTHEN No BeaonacHoCTA M adPerTHEHBIE IKCNNYaTAUWOHHLIE
KEYECTBa 1OTOBOID WIOSNME WM CHCTEMLl NOCTABRXM HAXOOATCA B YCTAHOBNEHHSIK MNPEOenax B TeYeHWE
OBCIHAYEHHOTD CRPOKa FeaHOCTH NEH CHAOAEMBX YCNOBHAX TPAHCNCETHECEAHWA W XpaHeHHA,

7.2 MNapaMeTpel, KOTOPLIE HeoOXcOWMO KOHTPONMWDOBATe B TEYEHWE CPOKa rOOHOocTH, ABAAKTCR
DAKTOPAMM, YCTIHOBNEHHEIMA MDY AHANWIE DUCKOE K3K KPMTHYECKnE AR De30nacHors NQHMEHEHNA MI0ENAA.

7.3 MameHeH#A CoOCTaRa MAGENHA, MCXOQMER MAaTEPWanos M WX NOCTABWWKOS, YCMOBWA MIroTOBNEHHA,
BEMHAMEA MPOUBSC CTERMAMIEUWH, TWMN  YIEKOEKH WNK  WTEKoBCHHBIE MaTepHaNkl, MOMYT oX&E3aTh
HECNAMSNPMETHOE BAMAHKE HA CROK MOGHOCTM W3AENWMA NPKY XpaHeHin. ¥oTakoBNeHHsiR cpox rogHocT T3
MNP XpadeHdd A0msed SolTe NePecMOTREH, BCNW NDKW AHANAIE DUCKOE BLIABNEHD WAMEHEHWE TEXHOMOMMH,
YTO MOMET NOBMHATE HA CTABWNLHOCTE HAGENWA.

8 TpebogaHUA K LENOCTHOCTH M 3(H(PEKTMEHOCTH CHCTEMbI [OCTABKW

8.1 DPHUIMKO-XMMWHECKAR COBMECTHMOCTE 3 W CHCTEMsl OOCTARKM OOMHHa ObiTh OUEHEHA
OCKYMEHTHUDOBAHE.

9 TpebogaHus K yNakoBKe
8.1 3awmMTa oT NOBPeENASHHA NPH XPAHEHHK W TPAHCNORTHPOBAHKK

JonsHe GeTe NpUMEHEHE TRED0BaHHMA K YyNaKOBKE MEOHUHMHCKWE Magendi, yiasadsHse & FOCT 150
11607 uw FOCT P HCO 14630, TpeGoeanwa FTOCT IS0 171607 npumedHdme Takse OAna M3, KOTODLIE HEe
ABNAKTCA ADCOMKTHD CTEPANEHEIRMK,
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9.2 3aMTA CTEDHUNLHOCTH NP TPAHCAOPTUPOBAH MK

'3 Qoreesbl GeiTe YNasosaHb Takds 0Gpasos, 4ToDBL OCTABATLCA CTEDHNbHEIMK B Npedenax,
YEAIAHHEE BNA YoNOBWA TREHCNOPTADOBEAHKA, XpaHeiikna i obpaleHya. Cnedyet cobniodaTe TpeboBaHIKA K
CTERMNEHOR YNAKCEKE, YEalaHHbe B [3].

10 TpebosaHus Kk WHPOPMALKMK, NPEAOCTABNAEMON M3rOTOBUTENEM

10.1 CnegyeT cobniogare obwwe TpeGOoBaHWA B WHPODMaULWH, NpeJocTaEnNASMoil HaroToOBHTEnEM
MEQULKMHCEAX HMAOenKh, vEazaHdMse B [4], 1 YacTHele Tpebomadwua Kk 3, NPUBEABHHEIE 8 HACTOALEM
paanens.

10.2 Mo NpHMEHKMOCT GONYCKAETCA WCRONbIOBEATE CHMBONE BMECTO TEKCTa. Echd Monone3yiTcA
CHMBONGI, A0MTEHBL BETE NpUMeKeHsl Tpebosannas FOCT P HCO 15223-1.

103 Ecnv Wanenve NOgEepEeHs O8ACTEWK QEsTOROE OEDYHMAIWER CpEnsl, HA TRaHCIopTHOM
KOHTEWHEDE J0M#Hbl BbiTh HAHECEHE! YETEWE NDEQyNEegHTENBHBIE JHAKA.

10.4 Benagkiw gonwed SelTe BROKEH B YNAKCEKY Tak, 4Tobkl @ro MOMHD DeINO B3ATE W NPOYHTaTE, HE
NOBpEX AR CTEPANBROM Gapeepa.

105 B chyyae HeobxOoOMMOCTH JomkHa BeiTe obecnevyeda peabcopbuds W npegcTapneHsl
paclidpedHan  HHDOpMALKA, OCHOBE3HHAA H3 peaynsTaTax  KIHHWYECKWX  WCNBITaMdi, a  Taoke
NpeayNpeEXJeHe 0 QUanNaloHe KNHMaTHYecsux yCNoBKEA N ABManepeneTax.

106 Mpy HanW4Wi razoe gonsHa ObiTe NpeayoMOTREHa HHOPMaLHA O CTEDWNEHOH DHNETPaL MK
nepel BHYTRHINaIHON MHeEKLWeA.

10.7 Homep napTuM, CpoK MOQHOCTH W JaTy CTepMIMIaUKke JONYCKAETCA HE YEAALIBATE HA CTEPUNBHOM
bapwepe, BCnd OH MPpo3padHisil W HeobxXoarmMylo  WHDOopMaUWn  MOMHD NPOHYWTaTe Ha  NEPBEMYHOM
KOHTEAHEDE, HE HAPYLAR 8o NepMEeTHYHOCTE,

n pPAMEaYaHEAE— H-I:Ml':'IFI MEPTHAA 1 0aty MCTaqYeHAA COORE MOHOCTH QONYCEEETCH YEATRBEATE Ha CAMOENERILE AGH
ATHEETEE.

108 Muknamanssan digopMaUmMa, HAaHOCKMARA Ha YNakoBOYHBIA KOHTERHED, BKNAGBIL B YNEKOBKY,
CTEPHNEHLIA DapLeD W NEpENYHLIA KOHTEWRHED. NpYBEdeHa B Tabnuye 1.

4

TabGnuya 1 — HMuhopmayns, NPEOOCTAENREMEA WArDTOBHTENEM

MHhopsagns

KoHTerHep
LA
EPEHEHMA

Bnageiw g
VTIAROERY

CrapinbHBaIg
Gapeep

MNapBraHER
KOHTERAHERE

HaumeHaEaHME MATOTOBMTENA WK YNOMHOMOYEHHDTD
NPaSCTABATANA

+

M[.HE HArQTOENTENR

-

=
TD[.'lI'DEL'IE HAWMMEHDEAHHE H3Oanks

H:pE THOE ONMCAHAE XHMAHECKDID COCTEEEA HASENMA 1 obbems
NOCTAEBEA

ONWCEHWE CODTESTCTEYHILMA ROHOTDYKTHEHEX NApaMaTpoE,
TOPBIE MOrYT NOBNMATE HE G830NACHOCTE W XADEKTERMETHEY
HEOEMKA

+

CnekTpansHeii koathvlHed T nponyekaHua rpadne)

MNokazarane NPENORIEHAR

W EMOEWA XREHEHNA

[TOKa38HHA K NDHMEHEHMKS

HPUTHEDHDHE J3HNA K MEAMEHEHHAED

AR EA A E

MHCTPYHUMA MO NPpHMEHSHAR, BEIHYER PELOMEHSEUAH MO
YOAMEHHED M30ENKA [NPH HEODEOOUMOCTH |

+

Mepkl NPEOOCTORONMHOCTIA W NDE0YT P MO HNR

Coobuensra o Tom, 4T0 COoOepxHAMOs MpalHalHa-waHd 4R
EE.!UEDTU WCIONE3DBEIHWR

Onncanme MpoUsccCa NOOroToEk Ma0anea n HOHTER HEDd K
MAHAMEMEHDMY DHCHY MHPQJDEHUIIDM'-IE'EHUTL'I JapasaHnA

Hapnwce «CTEPKINBEHD 3 1 aToni) CTEpANMEa LA MI0ENUA M
NEPEHYHOIT HOHTEAHEDE

Hagn#ce 4« He mEnonea3ogates, eond CTeEprneHbid Dapeap
HAPYLLEHS

KoHEYHBIA COOK MEOHDETH

Homep napTiy nocne cnosd «f10Ts

GostExpert.ru

https://GostExpert.ru/gost/gost-55038-2012



https://gostexpert.ru?utm_source=pdf&utm_medium=45831
https://gostexpert.ru/gost/gost-55038-2012?utm_source=pdf&utm_medium=45831&utm_term=page

rocT P 55036—2012

NMpunoxeHues A
{obRIaTENLHOE)

HHTD,H.HH:H HCNBITAHWA WMMINAHTAWKER BHYTPL rNaia
A DBwme TpeSoBAHWA

A1 Mp# nposedeHid MENSTEHMA MMNNAHTALHER BHY TS A3 NPOS0OAT OUSHKY MECTHOM OEACTERR HA HABYED
THEHE O0OpA3UA  MIOENKA.  WMIASHTHROEBAHHOMD HMARYRIMHECHAM  onocobom B MEBCTS. COOTEETCTBVHILLEM
NPEOYCMOTPEHHOMY NPUMEHEHRE, MAPDWEYTY W ONWTEMSHOCTH KOHTARTE KK HE MAKDOYDOEHAN, THE W M3KDOYDOBEHAX.
DEwgre TREBOBAHMA K WENEITHHHAM HE AMNNEHTEWKD JoMMHE COOTBETCTEOBATE YedlaHiwm & MOCT F OO T0993-6.

A.1.2 B xa-ecTEe MECTa ONA MMNNEHTALMA MOAET BhiTe MENONLI0EAKE CTERNOEMOHER NONOCTE MME38 HHBATHOTD,
NOgEOORUErs  AAR  WCWTaddA.  BeiBop  wmofdenn sdeBoTHoOro  gomesd Berts obochoBad.  MononbzoBadde
COOTEE TCTEYHILETD ROHTRONR OOMHHD BkiTh BENEHEHD B MCNETAHNE.

B coorearcrany o TpebosaduAme FOCT P MO0 T00985-2 McnbMadve HS SUEDTHOM QO0rmH0 Bwims CORPALWSHO 0o
CNPEBOAHHOTT MAHARMYME.

A2 MNopRooK NPOBEOEHWA MCNLITAHWA

AZ1 Coorsercrayiowmie obeam M3 BEOQAT B CTEKNOBWOHYHY NONDCTE [ME38 C Y44ETOM NPESNOOargemon
NPHREHEHHA.

AZZ2 MMnnaHTagu CoyluacTBNAKT C MUHUMANDHD BOZMOHHOA TPEBEMOR Maza o 7emM, 4robel onepaydorHas
TPEEME TME38 HE MACKMPOBANS NOBPEXOSHWA, NOMYHEHHLE B DEIYNLTATE BOIOENCTENR MENEITYEROID WK KOHTRONEHD
METEPMANE.

AZ3EI B H34ecTES HOHTPOMA MCNONLIVHIT HOHTRpONEHsd  obpazed M3, NpUCYTCTEYHLWHMEA H3  pPeIHES MW
NPEgHAIHAHEHHEIA ONS TEX HE Lena,

I'!p HMEBYEaHHE- nFﬂ,‘.‘ll‘lﬂ'-ITHTH:l'leE ABYCTODPOHHAA HMAMAHTEUNRA, HIF OJO0ONyCEIeTCH W OOHICTOROHHAR
HWMNNAHTALMR, 8CnK Toro TFIEE}I'HJT BECTHBIE NPEOMHCEHEA.

A MNpaewna obpaboTHe pEIYNETATOE MCNBITAHWA

A3 Mocne seegeqns T3 e0CnanuTencHyHE PEGUEUWHY MOCTOAHHD HOHTRONWPYRST W HEnacouduumpyor B
COOTESTCTEYHILHE NROMEHYTHN BPEMEHN HIMBDEHHEM BHYTRHIMEIHOrD gaanedds (BRO), wrobe BemsnTh nepHoOoHYEcEyD
MACTONOTHHECEYH GUEHKY, OOWYH M MUMPOCRONMYECEYH OUSHKM, 3 THOKS DUSHEY MME33, HANPUMED MaHIe OHE M WeEnW
PAILDEHEHNA, SMyNEMMPOEEHNES, NPOUMCHOHEDEHNE KETEPEKTEL, MUMPALHID METEPHENS, CTETYS CETHATHY B T. O,

A2 OononHETENEHEE NBPEMaTpel MIANKM OUBHEN Qo08ENA0T B 33BMCHMOCTI OT PE3yNETETE SHAMWMIEA PUCHDE W
NPOOOFMEMTENEHOETH MCCNEOOEEHIA HWMINaHTALMM.

AE PeaynkTaTh! MCNEITEHKA Q0MHEl BEITh AORYMEHTANBHD DEOprneHe ¥ coobuexel cornacqo Tpaboeaqsnam
FOCT P WCO 10983-5.
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MpunoweHwe B
{Ccnpaso4YHoe)

Tpuﬁnuanun K HMHHAYSCKOMY WENLITaH KD
B.1 ODSwue TpeboBaHnRA

B.1.1 MpueegedH=S B HBCTOALWLEM NPWIGHaHNE  TpedoBEHWMA  DECOPOCTRAEHATEA Ha T3 TpEX THNOS,
HCNONE3YEMELX B HECTOALWSE BREMS. EHYTPUIMAIHEIE FA3kl, CHNMKOHOBEDS MAcno A nepdimopyrMepogHsE COBOMHEHNA B
BUOE HMOEOCTH.

B.Z Mnad KNHHAYECEOrD MCNLITAHWA

B.2.1 Obwmne TpebosaHmA

B.2.1.1 Jons#ro Seme NPOBSAEH0 M NPEACTABNSHD CTATHCTHHECKDE KNMHNYSOEOE HCMWTAHNE B ¥OHTPOMHMpYEMEIX
yonoEdAd. Lens MCnNeITaHMA gomsHa OeITe OQOKYMEHTANEHD NOATEEDHOSHHEA GE20NacHOCTE HWOBOW T3 B0 BpEmMA
CNEPEUMA R0 CPEEHEHWHE C BHERATHHHOR KOHTRONEHOA T3, AHAENW3 DWCKA OOMHEH ONPEOenuTE WCNDOHYH THRoTeay., d
ANA  pacHseTa HEOENOAMMOro gucna CyDLeKTOE B KEHA0A HROHTROMNEHOA Fpynne  onsHsl GeiTe  WCNONB30EAHE
CTanaapTHwE GuocTatdcTi=acede opaMynel. FMononksyoT paHaDMPIHPOBAHHER (NERENNENEHEA} AW ACTORHHEEEAR
[HEMApanNnEnsHBIA] KORTEONB.

B.2.1.2 B mmqyecTea roHTponsHol I3 qonsHa OelTh NPYMERSHE OOEYMEHTHROBAHHAR (3, WHMPOKD peanazyemMan e
TEHEHWE MOCASOHMK NATH NMET, NPEAHRIHAYEHHAR N YTESQHOEHHEA ON9 TOMD HE NPMMEHaHA. Mecno B QoeEenaHHER 00
KoHUE CyELERTOR B HEmOoR HOHTRONBHOW fRpynne OOHHD CoCTaBnATe He Bonae 10 % ofwero gwocna cybbekros,
BOENE“EHHEY B Hocnegoeasde, Npesep pacHata Ywcnd oyieekTos ONA KNHHAYeckny nonstaden BIO npuveaned 8 B2
HECTORWErD NEpMNoesHMs. Kaosd (NHHWSBECHAA BWCNBITETENE COTRYOHW-an Gonas yen o 20 cybearramd wne Gonea 25
e obwers Hwriena cyisanTos, MPMHAME KIWLAY WHEcTHE B BETBITAHHM.

B.2.1.3 Eocna  warotoBUTENL  38088T  JONONHWTENSHEES  TREOOBEHUA, HENPHMED, B OTHOLWEHWH
NSCHEONEpELMoHHERE BA3OSRCTENA (3. T4 B NNEH KNWHAHECEWE HENBITAHWMA A0n#HE BeiTe BRNKMBHEl 3T TpeboedHMs, a
TAKHE NPEOQCTaENed ohber BeIGoprm CyiBErToR SMA YHECTHA B WENEITAHMA 3TWE TREDOBEHA.

B.2. 1.4 OrmiTensHOCTE WCNoMeIoBaHWA [ W obses, npumeHsesMen SnA HEEwooro cybeesta, gonsHe Guime
NOOTEERKISHE! 0Ky MEHTAMEHD.

B.2.1.5 Cepeazdbie HeGnaronpeATHLIE OREDHUKOHHEIE W NOCNSONEQAEUMOHHERS WOXOOL, 8 TAKHE BpEOHLE
poagedcTEdAd T3 gomsHsl BeiTh  SOKYMEHTANEHO MOOATSEPHOSHE U OR8COHS 8 ONORYImEMsHLT  omsem &
coameamomeny ¢ mpedoeadusme FOCT P 2458,

B.2.2 TpeboBaHWA K KNHWHWYECKHAM NEpEMEHHEBIM

B22.17 B crydae NpUMEHEHAA WCTODWHBCKOND KOHTROMA MeTOde OUSHKH NepeseHHbld napameroe M3 gonsss
COOTEETCTEOEATE METOOEM, KOTOPEE WONONLI0SSHE B HEM,

8.2 2.2 B npaugccs womopuHBcsuy OnsdmaHud donrHe! Bemes OUeHEHET CTE00IWLLE MEDeMEHHLE NalaMempis
ENEEER

&) HANWHKE HNW OTEYTETEWE KpYCTANWER, 8 CITPYEE HENUHUR XPYCIManUKE — OUBHRE B30 ACHOCTIL,

b cCcTpOTE 3pEHKA,

] COCTOAHWE rmaza (keparodarda, athasen, noesgodanin, iEITapakTa).

B.2.2.3 B npouscoe RIUHUYECKUY Qomsmatul domwns Geims oUSHEAS CREedyiyue nepemerHLs ManaMemis B
IBBNMCHMOCTH OT NPHMEHREMOrD Tina [M3:

4] BHYTRMINEaaHes raael (Medes 30 oyt):

1) B8r4;

2] HApYWEaHHR POroBMLL,

3] cybpeTMHANEHAR HRAXDCTE (Fraak

b] cunuroraBoe macna [Bonesa 30 oy

1180 40;

2] HAPYIWEHWR POMOBMLLS,

J] amynbrHpoeaHre,;

C) NEpITORYTNEPOSHES HNIKOCTH [MEHES DOHOM OHA)

1] MUTpayKA B cyBpeTUHANBHOM NPOCTRaHCTES,

2] coXpaHEHHERE NERTORYINEPOOHES HALKDCTA.

B.2.2.4 DononHEATEN:HBIE NEpEMEHHEES . ONPEganaanble OLEHEOA DUCKOE. Ta3RME O0MmsHbl Beime OUWEHEHB W
NOOTEEECKOSHE! OOKYMEHTANEHD.

B.2.3 MNocneonepauMoHHBIE OUEHEH

B.2.3.1 NocnacnepauoHHLIE CUSHKKW AN Boax TWNoE (3 NpoBogAT B CREgyiw3e MOMEHTE EpemMedd; T ganes + 4
4: 1 vegens £ 2 gHs: 1 wecsy £ T gHer; 3 mecAua £ 2 Hegenw, B MecAUes £ 2 HEOSm.

£.2.3.2 JonornHuTensHeER NocNecrnepaunoHE=R neprog Hadnogeras (12 £ 1) MeC NpHMEHRIOT NS NpogykTa,
gcTaBwerscA B rnasa Gonee 30 oyTok.

B.3 Yucno cybbenTos ONA BAHHWYSCHHE MENBITAHWKE
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B.3.1 Pacuet pazmeps ewbopsn cyDREKTOE ONA NPOBEOEHMA ENMHWHECHHE MCMBITAHNA OCHOBAH HE AHOMAMNMH
BHYTOHIMEIHOND O8EMNEHHA B HAYSCTEE OCHOBHOFD HEPWTERMR. AHOMENEHDSE BHYTDHIMEIHO0E OABNSEHAE HENASETCR
OCHOBHBEIM BONpocon BeaonacHocTy (3, Bononsayemblx B HECTOAWSE BPEMA. ENBHUHECKRE MCNETEHWA MRS HEIHEHEH
AMA Tero, YTO0Bl NOKa3aTe, H4TO HCOBITYEMAaA 3 HE XyEE HOHTRONEHITD B OTHOWSHWKE BCTRE4SEMOCTA NHEDE
BHYTRHIMEIHOMD SSEMNEHHA HUHE 5 M BT, ©T. H Beiws 25 M pr. or. B nobos BpesA HENbITaHHA,

B.1.2 3a wynaey runoTedy H: npuHEsEnT 1o obcTOATENLCTED, KOMO8 NOEAZATEN: BCTPEHEEMOCTA NWEOE ©
GHOMANEHBIM  BHYTDHIMAIHEM  JEENSHAEM | 38 BLIYETOM MOKIIETENA EOHTDOMBHOH BCOTREHASMOCTH  NEmos
BHYTOHIMBIHAIND JE8MEHHE H- NPEEWILWEET MAHMMANEHD O0HEDHHEASMY R PHIHOCT: MEHOyY SGEYMA MOKa3aTENARA B

ANLTEDHATHEHDA MANOTEE0R H, npeHAKMEnT To oDCTORTENLCTED, KO408 NOKE3ETEN: SCTPEYASMOCTH MWEOE ©
GHOMANBHBIM  BHYTRPHINMA3IHEM  OABMNSHWEM L 33 BbIHETOM NOEA3ATANA  KOHTDOMLHDH — BCTREHESMOCTH  NHNDE
BHYTOMIMEIHOND JABMNEHAR |5 MEHBWS WY PABEH MHHUMENEHD O0HApYRMEEEEMOR  DRIHOCTH  MEs0y  OEYMEA
nokazarensuy b

Tawm cOpasom:

Hoog - pe= 5,

Hy:w - pe § 6.

B.1.3 MuHvMansHoE 4utnd oueHdEacskel cybbekroe N He0beoOMMes G0A KEHO0H HCNLITYEMOA TR b,
CNpEOEnART o dopryna

y-Futl JoAl (- -
ai .

Tge £, — CTEHSEPTHEIA HOPMANEHEA E2AHTANL ONA YDOBEHA OOBEPHA;
Z:. p— CTAHOADTHLM HORMANEHLA KBEHTHNE SR MHOMECTEE (DXBAT BEROATHOICTH].
B34 lMNMpe HEOHTpORbHOR BCTpasasmoctd . = 0.2, MHBMMENLHD O0HApYHRWMBSEMOoH pasdHocta 6 = 0,11,

nokazaTensa mHosecTea (1-f) = 080 v a = 0,10, Heobonwmos yuono cyDbLSKTOE B KO0 MCCNSnyamMod rpynne
COCTARNAST

y_ (128+164) [(0.2-0.8)+(0,2-0.8)]

. ~ 296
(0,11)
14
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NMpunoxernne OA
{cnpaso4Hoe)

ConocrapneHMe cTPYETYPLI HACTOALWEND CTAHOAPTA CO CTPYETYPON NPMMEHEHHOTO MEXAYHAPOOHArD
cTaHgapTa

0A.1 ConpoTagnaHie CTRYRTYDE! HECTORWEND CTAHOARTE CO CTRYETYPOR NPEMEHEHHOM B HEM MaMOyHEPOLHOM
cTargapTa npegoTaaneHs B Tabnuue A1, YeazanwHoe B Ta0nuue mamesHaHMe CTPYETYREl HEUMOHENEHOM CTEHOApTA
OTHOCHTEMEHD CTRYETYRB IPAMEHEHHOM MERAYHAPOOHOM CTAHGARTa 0ByCNOBNEHD NPUBEOSHNEM BITD B COOTESTCTEWE
¢ TpebosaHuAnmK NOCT P 1.5,

Tadnwya OAA
STRYETH Eﬁt;ﬁgﬁég AR CTpyETYRE HECTOALLEM CTAH0EpTa
1 OBnacte NpHMEHEHAA 1 DBnacTs NEHAMEHEHUA
2 Hopsa THEHLIE COBIrmI 2 HOpMATWEHBIE CCsINEW
3 TepmiaHE W ONpeaneHn 3 TepmMirHE! W ONpEdansHuA —
[ DBNScTh NPOMIB0OMTENEHOCTH 4 DEwnie mpedoganur Bezanacyocmu 3
= .1 TpefoBaHNA Kk NpMEHEHHD
5 DuwaanH atpubytoR 4.2 TpebogaHus B SOHCITTDPTIGERSN OCOOSHHOCITIARM U
|_ XEOE KT RLICITTLIE
|5.7 OBwwe Tpebasarwa 4. 2.1 Cbwme Tpabosanns
5.2 Kumn4ackne ¥ Guonorn4ackie aarpAzdedinn 4.2 2 Tpabosasma K ArMW-HECKEMM 1 DBONoriHeckies 3arpAIHE HMAM
5.3 Xumy4acke OnucaHie .23 TpaEu.'JE-aHHF ¥ EMM-BCEOMY DNHCAHNED
5.4 KoHUEHTPALME EOMMOHEHTOR a2 .4 TFHEIEIE-EIHHE ¥ KOHLEHTDEUWY ROMMTOHEHTOE
5.5 NMnaTHoCTE 4.E.ﬁ|:h':lEi.'JE-E|HHF ¥ NNOTHACTH
5.6 Fa:nnﬁpaaHDE pE LS HAE 426 TFEEII:IE-EIHHF ¥ rayjr_\ﬁpaaHnmy DECLIWPEHWH
5.7 MNoeaprHOE THOS HaTRMEHHE 4.E.ﬁpﬂEiDE-HHHH ¥ NOEEREHOCTHOMY HETABEH
5.5 KrHamatw4eckas BRIKOCTE b2 B -rFEEII:IE-EIHHE ¥ EMHEMATHHSCHOR BAZKOETH
5.5 MonekynRpHAA MBOCA pacnpegenaHua 4. 2.8 T@HHMH ¥ MOMNBEYMAPHO-MBCCOBOMY DECNEE Qe HnH
510 Teapossa YacTausl 4210 TpefoBaHWA K TEENO6IM H3CTHLAM
5. 11 Nokazaranks NRPENOMISHAR 4.2, 11 TpefosaHnA k NOKAzaTENK NpernamieHu
5.12 Cnegrpanedeln osdiuumedt npospasHocTif 2,12 TpefosaHuA k cnekTpaneHomy kot yMeHTy NROmYCEEHAA
5.13 NoBeprHOCTHOE HETAKEHWS YWyrano B 4.2.7
5.14 Dasnexde napos 1. 2. 13 TpeboBaHWA K N3AMEHWED N3pa
I8 Cuekka omaakna |5 Tpefoearur & cuyeHne CaOLGMmE Somogozn wadenun
|5.1 O6wwe ronoweHwA |5.1 O6wwe rpebopanvs
I5.2 Ouenka Buonarvseckoi BeaonacHooTk |5.2 Toetosanus k ousnke Bronarwssckod BeaonacHocTi
|5.2.1 OBwme nonowenns |5.2.1 Ofwme Tpabosanus
§.2.2 Tect Ha GaTepnaNEHBEIE 3HAOTOKCMHE F.?.E MensitaHme Ha GagTepyansHele SHADTORCHHE
§.2.3 TecT BHTDADEYMAPHOR WMINaHTELAM 5.2.3 MCNsTEHne MeNNaHTannen BHyTDE rMaza

WureHo B 6.2
G.3 TpebogaHud Kk ENMHEAHECKMM MENETEHKAM
¥ CTEQWANM3EUKA § TpedoeaHuR ¥ CTEPANU3aUMH
B CrafnnbHOCTE NpOogyRLMA ¥ Tpefogarur k ctabnnesocmn M3
B HendcTHOCTE W XapakTepuoTexa  ceoTemsll Tosdogssus & uanocTHOCTE i S3daberTMEHOCT CUCTEMbI QOC TSR
OCTABKN
10 ¥makoska B TosdoeaHus § ynagosks
11 Mndhopmausn, noenocragnAemas waroroswtanam|10 Toefosarus © nHdOpMaUWy, NpeaoCTEENASMOR HATOTOBKTENEM

.24 Drech ATANBHA
.3 KNWHWHECKWE KCNBITAHWE

Mpunosedne A (ohriaransqoe) Tect MprnoseHne A (0Briareneros) MeTOOMES HENBITAHWA
HHTPE0RYTRPHIA HMIEHT SUHER HMITAHTELWAER BHYTPb Mata

Mpanoxedwe B (onpagodsoe] Knededecsoslpanosedae B (cnpascydos ) ToeSosaHuA E ENMHIHESHoM Y
HECNEO0eaHIE MM TAHFED

MpunoekeHee 04 (cnpasousos}  ConodTaBneHws STRyETYDBI
— HECTOALERD CTEHgEpTE co CTRYRTYPOH MPWRMEHEHHOTD
MEROYHEPOOHOI CTAH0ApTa
Mpanoseerne OB (cnpapovnoe) CESgEHHA O 0 COOTEETGTEMH
CCbIMOYHEIX MEHIYHEDOOHEX CTAHOSpTOE HEUMOHANEHEIR
— craHpapras FPocoqickon Pegspagdn (W JBACTBYIOWHM B 3TOmM
KEMECTES MEWMOCYLADCTEEHHEM CTAHOARTAM), WMCNONE3DEIHHBIM B
HECTORWEM CTEHOSPTE B RIYE0TEE HOPMATHEHEX GCBINOE

|EBnEnmomadns | e
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Mpunoxexne OB
[{cnpasoyHoe)

CooaaHia O COOTOETETENM ECLINOYHLIX MENAYHAPOOHLIX CTAHOAPTOR HALWOHAMLHEIM CTAHA3aRTAM
Poccuickon Peaepauru (M QeACTEYIOWMM B 3TOM KAYGCTES MEMIOCYAADCTESHHEIM CTAHOAPTAM),
MENSNLIOBAHHEIM B HACTOAWEM CTAHAARTE B EAYECTES HOPMATHEHLIX CCLUTOK

0s.1

Pocorporod Penspaums, WoHNe308aHHEMM B HECTORLLEM CTAHSEPTS B £348CTE8 HOPMATVEHLD CThINoH,

trabrvye O&.1.

Tabnwya Ob.1

COapHEHHE  CORIMOYHER  MECKOYHEDOOHEN  (PETHOHAMNEHER] CTAHSAPTOR © HIUMOHANSHSIMH  CTEHOARTIMA

NEWEEOEHD B

OD0aHaYEHNE CORMOIMHDID

5 CreneHba DE03HEYEHIE U HEMMEHDEEHWE CCBINDHHOMN MEHETYHEPOOHOMD
HELUMOHANLHOD,
MEMRIOCYQaPC TEEHHOTD CTEHSE0TS i i pahas i

WMICO 10893-1: 18997 «CDusHra BUONOT-EcHons OSHCcTBNA

IFGCT PG HeEE-a 124 MEOMLUMHCKME kagenai, Yacte 1. DUBHEE H BCNEITAHHED

FOCT P MCO 10993-2—2009 oT WMICO 10893-2: 15992 «baonorvyscian oUeHED MEQMUHHCEIE
cpecTe. MacTte 2. TpeboeaduA No GNaronorm-He HuBOTHBIX S

rocT P WSO 10983-3-2008 — —

MoOCT P MCO 10883-5—-1095 — _ _ —
WMCO 108993-5: 1594 «CusHra BHONOTEHBCEOrD QSRCTENA

MoCT P MCO 108893-6- 1095 iOT MEOMUMHCEHE kagenai. Yacte B, MobiTaHnsa Ha MECTHOS O8RCTEVE
NOCNE HMITNAHTALMWE S

MOCT P CO 108893-7—1898 — —

MOCT P MCO 10883-10-19589 - —

FOCT P ACO 171342000 — —

MOCT P WCD 111352000 - -

MoOCT 150 11137-1-2011 - -

MOCT 150 11137-2-2011 - -

|FCICT 150 11607-2011 OT HMCOo ‘IE.EI:IT-1 2006 «¥nawosxa MEIMLMHCHH Wanenunia, .
NG NEMELHN DHHULHDA CTEpUNMIELHY. DGWWMe TpefoBans:

|FGI:T P MO0 13408-1-2011 \OT WCO 13408-1: 1898 eAcenmiHeciog NPoMIBoNcTED MEORUHHCHOR
NpOOyYELAK. Yacts 1. Obuwe TpebosaHmnan

I[rocT IS0 13485-2011 = —

IFCII:T P WICO 14155-1-2008 o7 WMCOD 141 ?5—1 :2003 «F"_-.-mm.u.crsiu {n MPCEEEHI KITMHAHECR
MENBITEHHA MEJHUMHCKIAE Haneni. HacTs 1. Ofwwe Tpebosarmss
WCO 14155-2:2003 « PysoBoacmen No npoeSnsHMED KNHHTHECERY

IFOCT P WMCD 14155-2-2008 10T HEMNEITEHHF MESHLMHCHAX Ha0smad. HacTs 2. Nnaswposadre
KITMHMSECE Y ORI TAHA R

IFEICT B MC0 14530201 1 Ot WICD 146301997 aHearnwBHLE SupypPri-Heskue BMNNaHTaH L
e 1 Enns-.aﬂﬂx-
WSO 1487 1-1: 1898 «eMeguyuHcrwe wagenvs. MedegumasT pycka,

|FGCT S i 124 Hacre 1. MNprMeHeds aHannza pacroe:
WMCO 15223: 2000 aMegrugrHore Mananys. CHMBonsl.

MOCT P SO 15223-1-2010 0T NPHMEHFEMEIS NPH MAREAPOEAHAH HE MEMLMHCEAL MALanKAx,
STHEETHAX W CONPOBOOHTENEHOR DORYMEHTALMH %

IrocT P 5114858 = =

[rocT P 516082000 = =

IFGCT P 52458-2005 NEQ WMCO 1187872007 «Mnnadrars odrmems ko Mo e

VIHTpaceynARHES MHH3E. 4MacTe 7. KRWHWHECEHE MENLITEHWA »

MpumedaHuws -
JCOOTEETCTEWMA CTAHOAPTRA:

- 10T — HASHTHSHES CTAHOAPTEI;
- MEL] — HESKBWMBANEHTHLIE CTAHOAPTH.

E HacToRwamM CTaHOapTe UCNoms30EaHE CNeqy illhe yoroBHLE DOOIHAMEHNA CTEMNSHW
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rocT P 55036—2012

BuBnuorpadoma
[1] USF 24 =85> dapmaxcnes  CogguHedswx  Wraroe, 24-e vagande. <85> OnpagensHue
DEETEPHANEHEY 3HDOTORCHHOS
{USP 24 <B5=) {United States Phamacopoeia, 24th ravision, <B5= Bactaral endotoxins fest)
2] ARNEL Y AAMI ST 801985 CTEpMNM3dTOPE CYyxX0ID TENNG (HArpeTeIiA Bo3ayx)
[3] EH B&8-1:10987 YNaKoBO4HHBLIE MATEQMANLL WM CHCTEMB! ONA MEJWUAHCEMY WE08NWA. NOSMEmBLInE
CTEPHMNzALHN. YacTs 1. OBWke TpebaBaHMA M METOOL HENBITEHKHS
{EN BE8-1:1297) i\ Packaaing malerials and systems tor madical devices which are o be sterilized -
Part 1: General requirements and fesi mathods)
[4] EH 1041:19%8 HMrchopsiaunA. NPeaocTAsNAEMAR MATTOBMTENEM MESMLWHIHOR MPOyHLAN
{EN 1041:1808) { Imfarmation supplied by the manufacturer with medical devices)
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rocT P 55036—2012

Y¥IK 681.735:006.354 OKC 11.040.40 P22 ORI 84 3800

Kniuessia  choBa:  ODTANEMONOTMYECKWE  WMONAHTATE, JSHOOTAMNOHAOE [MasHse, Tpefopadus
AEI0NBCHOCTH, XAPAKTEPMCTHKKW, OUEHKS CBOWCTE, KNWHWHBCHAR OUEMKS, CTEpMIM3IAUMA,  yakobka,
WMHPOPMALMA, METOOR OLEHKH

MNognucarno & nedaTts 02.03.2015. dopmat S0x84",
Yon. mew n. 1,86 Tupax 35 aka. Jak. 1172

MogroToaneso Ha OCHOBE JNeKTDOHHON BEDCHA, NREdoCTARNEHHOR paipaboTerKomM cTakdapTa

@Y « CTAHOAPTHHTOPMy

1235805 Mockea, NpadaTtHe nep., 4.
Wi gostinfo.ru infoi@gostinfo. i
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